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public, about an individual’s certification 
status. 

III. REQUIREMENTS FOR WRITTEN 
EXAMINATIONS 

All examinations must be: 
1. Designed to test an individual’s knowl-

edge and understanding of the topics listed 
in § 34.43(g) or equivalent Agreement State 
requirements; 

2. Written in a multiple-choice format; 
3. Have test items drawn from a question 

bank containing psychometrically valid 
questions based on the material in § 34.43(g). 

PART 35—MEDICAL USE OF 
BYPRODUCT MATERIAL 

Subpart A— General Information 

Sec. 
35.1 Purpose and scope. 
35.2 Definitions. 
35.5 Maintenance of records. 
35.6 Provisions for the protection of human 

research subjects. 
35.7 FDA, other Federal, and State require-

ments. 
35.8 Information collection requirements: 

OMB approval. 
35.10 Implementation. 
35.11 License required. 
35.12 Application for license, amendment, or 

renewal. 
35.13 License amendments. 
35.14 Notifications. 
35.15 Exemptions regarding Type A specific 

licenses of broad scope. 
35.18 License issuance. 
35.19 Specific exemptions. 

Subpart B—General Administrative 
Requirements 

35.24 Authority and responsibilities for the 
radiation protection program. 

35.26 Radiation protection program 
changes. 

35.27 Supervision. 
35.40 Written directives. 
35.41 Procedures for administrations requir-

ing a written directive. 
35.49 Suppliers for sealed sources or devices 

for medical use. 
35.50 Training for Radiation Safety Officer. 
35.51 Training for an authorized medical 

physicist. 
35.55 Training for an authorized nuclear 

pharmacist. 
35.57 Training for experienced Radiation 

Safety Officer, teletherapy or medical 
physicist, authorized user, and nuclear 
pharmacist. 

35.59 Recentness of training. 

Subpart C—General Technical 
Requirements 

35.60 Possession, use, and calibration of in-
struments used to measure the activity 
of unsealed byproduct material. 

35.61 Calibration of survey instruments. 
35.63 Determination of dosages of unsealed 

byproduct material for medical use. 
35.65 Authorization for calibration, trans-

mission, and reference sources. 
35.67 Requirements for possession of sealed 

sources and brachytherapy sources. 
35.69 Labeling of vials and syringes. 
35.70 Surveys of ambient radiation exposure 

rate. 
35.75 Release of individuals containing un-

sealed byproduct material or implants 
containing byproduct material. 

35.80 Provision of mobile medical service. 
35.92 Decay-in-storage. 

Subpart D—Unsealed Byproduct Material— 
Written Directive Not Required 

35.100 Use of unsealed byproduct material 
for uptake, dilution, and excretion stud-
ies for which a written directive is not 
required. 

35.190 Training for uptake, dilution, and ex-
cretion studies. 

35.200 Use of unsealed byproduct material 
for imaging and localization studies for 
which a written directive is not required. 

35.204 Permissible molybdenum-99 con-
centration. 

35.290 Training for imaging and localization 
studies. 

Subpart E—Unsealed Byproduct Material— 
Written Directive Required 

35.300 Use of unsealed byproduct material 
for which a written directive is required. 

35.310 Safety instruction. 
35.315 Safety precautions. 
35.390 Training for use of unsealed byprod-

uct material for which a written direc-
tive is required. 

35.392 Training for the oral administration 
of sodium iodide I–131 requiring a written 
directive in quantities less than or equal 
to 1.22 Gigabecquerels (33 millicuries). 

35.394 Training for the oral administration 
of sodium iodide I–131 requiring a written 
directive in quantities greater than 1.22 
Gigabecquerels (33 millicuries). 

Subpart F—Manual Brachytherapy 

35.400 Use of sources for manual 
brachytherapy. 

35.404 Surveys after source implant and re-
moval. 

35.406 Brachytherapy sources account-
ability. 

35.410 Safety instruction. 
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35.415 Safety precautions. 
35.432 Calibration measurements of 

brachytherapy sources. 
35.433 Decay of strontium-90 sources for 

ophthalmic treatments. 
35.457 Therapy-related computer systems. 
35.490 Training for use of manual 

brachytherapy sources. 
35.491 Training for ophthalmic use of stron-

tium-90. 

Subpart G—Sealed Sources for Diagnosis 

35.500 Use of sealed sources for diagnosis. 
35.590 Training for use of sealed sources for 

diagnosis. 

Subpart H—Photon Emitting Remote 
Afterloader Units, Teletherapy Units, 
and Gamma Stereotactic 
Radiosurgery Units 

35.600 Use of a sealed source in a remote 
afterloader unit, teletherapy unit, or 
gamma stereotactic radiosurgery unit. 

35.604 Surveys of patients and human re-
search subjects treated with a remote 
afterloader unit. 

35.605 Installation, maintenance, adjust-
ment, and repair. 

35.610 Safety procedures and instructions 
for remote afterloader units, teletherapy 
units, and gamma stereotactic 
radiosurgery units. 

35.615 Safety precautions for remote 
afterloader units, teletherapy units, and 
gamma stereotactic radiosurgery units. 

35.630 Dosimetry equipment. 
35.632 Full calibration measurements on 

teletherapy units. 
35.633 Full calibration measurements on re-

mote afterloader units. 
35.635 Full calibration measurements on 

gamma stereotactic radiosurgery units. 
35.642 Periodic spot-checks for teletherapy 

units. 
35.643 Periodic spot-checks for remote 

afterloader units. 
35.645 Periodic spot-checks for gamma 

stereotactic radiosurgery units. 
35.647 Additional technical requirements for 

mobile remote afterloader units. 
35.652 Radiation surveys. 
35.655 Five-year inspection for teletherapy 

and gamma stereotactic radiosurgery 
units. 

35.657 Therapy-related computer systems. 
35.690 Training for use of remote afterloader 

units, teletherapy units, and gamma 
stereotactic radiosurgery units. 

Subpart I [Reserved] 

Subpart J—Training and Experience 
Requirements 

35.900 Radiation Safety Officer. 

35.910 Training for uptake, dilution, and ex-
cretion studies. 

35.920 Training for imaging and localization 
studies. 

35.930 Training for therapeutic use of un-
sealed byproduct material. 

35.932 Training for treatment of hyper-
thyroidism. 

35.934 Training for treatment of thyroid 
carcinoma. 

35.940 Training for use of brachytherapy 
sources. 

35.941 Training for ophthalmic use of stron-
tium-90. 

35.950 Training for use of sealed sources for 
diagnosis. 

35.960 Training for use of therapeutic med-
ical devices. 

35.961 Training for an authorized medical 
physicist. 

35.980 Training for an authorized nuclear 
pharmacist. 

35.981 Training for experienced nuclear 
pharmacists. 

Subpart K—Other Medical Uses of Byprod-
uct Material or Radiation From Byprod-
uct Material 

35.1000 Other medical uses of byproduct ma-
terial or radiation from byproduct mate-
rial. 

Subpart L—Records 

35.2024 Records of authority and respon-
sibilities for radiation protection pro-
grams. 

35.2026 Records of radiation protection pro-
gram changes. 

35.2040 Records of written directives. 
35.2041 Records for procedures for adminis-

trations requiring a written directive. 
35.2060 Records of calibrations of instru-

ments used to measure the activity of 
unsealed byproduct materials. 

35.2061 Records of radiation survey instru-
ment calibrations. 

35.2063 Records of dosages of unsealed by-
product material for medical use. 

35.2067 Records of leaks tests and inventory 
of sealed sources and brachytherapy 
sources. 

35.2070 Records of surveys for ambient radi-
ation exposure rate. 

35.2075 Records of the release of individuals 
containing unsealed byproduct material 
or implants containing byproduct mate-
rial. 

35.2080 Records of mobile medical services. 
35.2092 Records of decay-in-storage. 
35.2204 Records of molybdenum-99 con-

centrations. 
35.2310 Records of safety instruction. 
35.2404 Records of surveys after source im-

plant and removal. 
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35.2406 Records of brachytherapy source ac-
countability. 

35.2432 Records of calibration measure-
ments of brachytherapy sources. 

35.2433 Records of decay of strontium-90 
sources for ophthalmic treatments. 

35.2605 Records of installation, mainte-
nance, adjustment, and repair of remote 
afterloader units, teletherapy units, and 
gamma stereotactic radiosurgery units. 

35.2610 Records of safety procedures. 
35.2630 Records of dosimetry equipment 

used with remote afterloader units, tele-
therapy units, and gamma stereotactic 
radiosurgery units. 

35.2632 Records of teletherapy, remote 
afterloader, and gamma stereotactic 
radiosurgery full calibrations. 

35.2642 Records of periodic spot-checks for 
teletherapy units. 

35.2643 Records of periodic spot-checks for 
remote afterloader units. 

35.2645 Records of periodic spot-checks for 
gamma stereotactic radiosurgery units. 

35.2647 Records of additional technical re-
quirements for mobile remote 
afterloader units. 

35.2652 Records of surveys of therapeutic 
treatment units. 

35.2655 Records of 5-year inspection for tele-
therapy and gamma stereotactic 
radiosurgery units. 

Subpart M—Reports 

35.3045 Report and notification of a medical 
event. 

35.3047 Report and notification of a dose to 
an embryo/fetus or a nursing child. 

35.3067 Report of a leaking source. 

Subpart N—Enforcement 

35.4001 Violations. 
35.4002 Criminal penalties. 

AUTHORITY: Secs. 81, 161, 182, 183, 68 Stat. 
935, 948, 953, 954, as amended (42 U.S.C. 2111, 
2201, 2232, 2233); sec. 201, 88 Stat. 1242, as 
amended (42 U.S.C. 5841); sec. 1704, 112 Stat. 
2750 (44 U.S.C. 3504 note). 

SOURCE: 67 FR 20370, Apr. 24, 2002, unless 
otherwise noted. 

Subpart A—General Information 

§ 35.1 Purpose and scope. 
This part contains the requirements 

and provisions for the medical use of 
byproduct material and for issuance of 
specific licenses authorizing the med-
ical use of this material. These require-
ments and provisions provide for the 
radiation safety of workers, the gen-
eral public, patients, and human re-

search subjects. The requirements and 
provisions of this part are in addition 
to, and not in substitution for, others 
in this chapter. The requirements and 
provisions of parts 19, 20, 21, 30, 71, 170, 
and 171 of this chapter apply to appli-
cants and licensees subject to this part 
unless specifically exempted. 

§ 35.2 Definitions. 

Address of use means the building or 
buildings that are identified on the li-
cense and where byproduct material 
may be received, prepared, used, or 
stored. 

Agreement State means any State with 
which the Commission or the Atomic 
Energy Commission has entered into 
an effective agreement under sub-
section 274b of the Atomic Energy Act 
of 1954, as amended. 

Area of use means a portion of an ad-
dress of use that has been set aside for 
the purpose of receiving, preparing, 
using, or storing byproduct material. 

Authorized medical physicist means an 
individual who— 

(1) Meets the requirements in 
§§ 35.51(a) and 35.59; or, before October 
24, 2005, meets the requirements in 
§§ 35.961(a), or (b), and 35.59; or 

(2) Is identified as an authorized med-
ical physicist or teletherapy physicist 
on— 

(i) A specific medical use license 
issued by the Commission or Agree-
ment State; 

(ii) A medical use permit issued by a 
Commission master material licensee; 

(iii) A permit issued by a Commission 
or Agreement State broad scope med-
ical use licensee; or 

(iv) A permit issued by a Commission 
master material license broad scope 
medical use permittee. 

Authorized nuclear pharmacist means a 
pharmacist who— 

(1) Meets the requirements in 
§§ 35.55(a) and 35.59; or, before October 
24, 2005, meets the requirements in 
§§ 35.980(a) and 35.59; or 

(2) Is identified as an authorized nu-
clear pharmacist on— 

(i) A specific license issued by the 
Commission or Agreement State that 
authorizes medical use or the practice 
of nuclear pharmacy; 
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